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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 
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2a)[3 This action is FINAL. 2b)D This action is non-final. 
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5) D Claim(s) is/are allowed. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

This Office Action is in response to Applicants' arguments filed on June 29, 2004. 
Claims 1-16 are pending. Claim 12 is withdrawn from consideration as being directed to non- 
elected subject matter. 

Withdrawal of Rejections from Previous Office Action 

The rejections under 35 USC 1 12, 2 nd paragraph are withdrawn in view of 
Applicants' amendment to the claims to recite "sampling module". 

Claim Rejections - 36 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

i 

2. Claims 1, 2, 9-11 and 13-16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
US Patent 4,713,974 to Stone. 

Stone teaches an autosampler comprising inter alia, a needle assembly. The needle 
assembly comprises a sampling needle (260) adapted to pierce the septum of a vial (77). The 
autosampler also comprises a vial stabilizer (320), equivalent to Applicants' claimed sealing 
boot, which engages the top of vial (77) as it is lifted toward needle (260). See col 6, lines 22- 
27). As shown in figure 4, the vial stabilizer engages the vial septum when the vial is engaged 
with needle. With respect to claim 2, the arm (325), in conjunction with the vial stabilizer, 
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serve as an ejector tab because when the arm (325) moved downward on the guide rod, the arm, 
in conjunction with the vial stabilizer, urge the vial away from the needle. With respect to 
claim 9, the vial stabilizer would inherently limit leakage between the needle and the septum 
because the needle would have to pass back through the stabilizer to exit completely. With 
respect to claim 10, figure 3 shows the vial stabilizer being disposed at a proximate end of the 
tip of the needle. With respect to claim 11, figures 4 and 8 show a needle housing (280), which 
has a structure at its lower end coupled to arm (300). This feature is equivalent to Applicant's 
claimed needle block because it the vial stabilizer, when lifted by a vial on the vial lifter, cannot 
move up the guide rod any further than this lower portion of the needle housing. Likewise, 
with respect to claim 14, where the vial stabilizer is lifted up to its maximum point (where the 
vial stabilizer contacts the lower portion of the needle housing), a seal is created between the 
needle housing, the vial and the vial stabilizer. With respect to claims 13 and 16, Stone teaches 
that the vial is lifted up toward the sampling needle (260) so as to bring the needle into contact 
with vial (77). Then, the vial stabilizer (320) engages the septum of the vial. 

Therefore, for the reasons set forth above, Applicants' claimed invention is deemed to be 
anticipated, within the meaning of 35 USC 102(b) in view of the teachings of Stone. 

Claim Rejections - 35 USC §103 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims 3-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Stone in view 
of US Patent 5,632,895 to Tsukagoshi et al. 

The disclosure of Stone is described above. Stone fails to teach the material used for the 
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vial stabilizer and the hardness of the material. 

Tsukagoshi et al teach a blood collecting assembly whereby a blood sample is removed 
from a vial containing the sample using a syringe. Tsukagoshi et al teaches the importance of 
the material in the vial through which the needle moves with respect to the seal that exists at 
the mouth of the vial. Specifically, Tsukagoshi et al teach that the material at the mouth of the 
vial should be a rubber material, such as silicone rubber, having a hardness of 30-60. 
Tsukagoshi et al explain that this material easily permits the penetration of the needle into the 
vial and allows resealing after the needle is removed to maintain the sealed environment. 

It would have been obvious to one of ordinary skill in the art to use silicone rubber as 
the material for the vial stabilizer in Stone because the silicone rubber material would enhance 
the seal between the needle and the vial and thus prevent contamination of the vial contents. 

Therefore, for the reasons set forth above, Applicants' claimed invention is deemed to be 
obvious within the meaning of 35 USC 103 in view of the teachings of Stone and Tsukagoshi et 
al. 

Alio wable Subject Ma tter 

5. Claims 7 and 8 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 112, second paragraph, set forth in this Office action and to include all of the limitations 
of the base claim and any intervening claims. 

Claims 7 and 8 recite a sealing boot having an upper and lower plate, a first gasket 
sealing between the upper plate and the ejector tab and second gasket sealing between the 
lower plate and ejector tab. The prior art of record fails to teach or suggest a sealing boot 
having an upper and lower plate and first and second gasket sealings. 
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Response to Arguments 
6. Applicant's arguments filed June 29, 2004 have been fully considered but they are not 
persuasive. In response to the anticipatory rejection over Stone and the obviousness rejection 
over Stone in view of Tsukagoshi et al, Applicants argue that the vial stabilizer taught by Stone 
is not equivalent to the sealing boot instantly claimed. Applicants assert that the vial stabilizer 
of Stone cannot cause a seal between the vial stabilizer and the vial. 

In response, the Examiner disagrees that the device taught by Stone differs from that of 
the instantly claimed invention. Stone teaches that the vial stabilizer is designed to receive and 
engage the top of a vial (col. 6, lines 22-27). Stone further teaches that after the vial top 
engages the vial stabilizer, the needles (260,270) penetrate the vial septum (78). 

Applicants point to the teaching in Stone that the vial stabilizer has a central aperture 
allowing it to move freely with respect to the inner and outer needles and assert that this 
teaching prevents any seal from forming between the vial stabilizer and a vial. It is unclear, 
however, how Applicants can draw such a conclusion from this teaching. In comparing the 
instant invention to that taught by Stone, both devices have the structures and operate in the 
same manner. In the instant invention, there exists an aperture in the sealing boot that will 
allow the needle (556) to move freely through the sealing boot. Compare figure 2 of instant 
application, where sealing boot is located at the bottom of the needle to figure 3 of the instant 
application, where the needle protrude through the sealing boot into the vial. See also, figure 3 
of Stone where the vial stabilizer is located at the bottom of the needle and figure 4, where the 
needle protrudes through the sealing boot and into the vial. Figure 4 of Stone clearly shows 
that the vial is completely engaged with the vial stabilizer. 
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7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until 
after the end of the THREE-MONTH shortened statutory period, then the shortened statutory 
period will expire on the date the advisory action is mailed, and any extension fee pursuant to 
37 CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of 
this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LaToya I. Cross whose telephone number is 571-272-1256. 
The examiner can normally be reached on Monday-Friday 8:30 a.m. - 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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